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CEPPRATMENT OF nEaLTfrc AND WHPN SERVKES 

- PUE)LIC b-&Al-m !%RVlCi? 

I 

FROM 21 CFR 1Q40.11&) FOR A 
FOOD rt4 DRUG ~DMINISTR~~IOU LASER LIGHT SHOW, DISPLAY, 

OR DEVICE 

LaserXpress 
0). PRODUCT FOR WWlCcl A VARIANCE I5 REOoESTED 

oa 

a IASER DISPLAT lIEuSE 

A PRWECTOP. FOR rc CA$ER LIGHT SblOW 

8 A LASER LIGHT ft-10~ 

q OTHER IV~VIJ 
E fl PROJECTORS ARE INTENDED FOR SALE LEASE. OR LOAN TO OThER 

FrSER fJG?lT SNOW PRODUCERS 

a. PRC’OUCT IS INTENDED FOR USE 1N A 

q PLnNETA~lUM OR OThER PO& PRoJECTrON $Wh,CTURE 
(3 ThbTER 

il ~IOTEULIOTEL BauROOu OR MEETING ROOM 

0 STORE D1SPh4r5 

0 T4nDE SrrOw OR CONVENTION 

h(l PlSCOTnEOuE OR u1’311 CLUE 

0 PAVILION 

tl INDOOR ARENA 

q OUTDOOR ARC~A 

n hlUSEUhl I - 

D OuTDOOP UNEKlOSEP AREA 

0 OTnER P,.l.d,l 

t PRODUCT IS INTENDED TO BE USED 

@a nT ONLY ONE ut.r.l) LOCATION 

AT A UARlETV OF ,,..d, ,.OCAT,ONS 

OTriER (.\,.Td,) 

I. PRODuCl IS INSENDED TO BE USED AT aN7 ONE cOCuT10h 

Q uoalz Tn4n 15 OATS 

0 MORE THAN 5 BUT pOT MORE ThAN 15 Da rS 

D LESS TUAN 5 OATS “_.. j 

,. 
Jd 

Q TOUR 15 INTErDED TO RUN FOR 

E 

MORE TMAN 6 kOhT?rS 

lb ~OnlnS 

hc STATIO~ARV IRAPDIATION OF ROTATING MIRROR BALLS ETC 

s scaNNINa lm?~nl~hON OF ROTATING MIRROR BPLLS ETC 

x FlSER OPTIC, PRDdECTtONS 

x FOG SmonE. OR OTnER SC~~TERINC ENHANCEMENT EFFECTS 

c] OTnER ,VIX v).> _ _ _ __ _ 

& LASER R&DIATIO(~ LEVELS 
LASER MEmuu La,. r,,. -.I N, 1 - , WAVE LENGTctS (nm) 

I 
1 

Brgon I 458-515 I 300mk'att 

i 

L Scanning Freq&enr:y O-35K, Scanning Arr!plitude O-45 degrees 
c 

Q bE4SON FOR RPQuESTlhC va131auCE 
- ‘m COUPWNCE wrfn WE LWTS OF II cm ?od lilcj VVOULD RESTRICT Tmd INTENIJSP USE OF The PRODUCT BECAUSE COIUIPLIANCE tiOlk0 LlMlr TfiE DuR%T 

I 

-_ 

0 

POMP TO TM tiT&nT TnnT TnB DESIRLP BFPECTS WOULD NOT BE SUFFICIENTLI WSISLE 

OTKtFf QR ADQITIONAL E%PLPhn%Oh t ‘I,,,., ,ter 
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A IT 1s PROPOSED TO DEVIATE FROM THE PROvlS(ONS OF 27 cFR 7040.1 I(C) 1~1 THAT THE ACCESSIBLE. EMlS%ON LEVEL WOULD EXCEEI 

~AccES~IB~ EwISSIQN LIMITS SPECIFIED IN 21 CFR 7040.11(c~ 

q tl IS PROWSED TO DEVIATE FROM THE PROvlSrON OF 27 CFA 1040.71ic) AS FOLCO~S 

12. ADVANTAGES TO BE DERlvEP FPOM SUCtt PEVIATION 

bit: LASER UGnT SHO*S AND DISPLAYS ARE ACCEPTED POPULPR MED!A IN ENTERTAINMENT ANP TWE ARTS. USE OF POWER LEVELS 14 
EXCESS OF TIIE LlMtTS IMPOSED Br 21 CFR 1040.11(c) IS NECESSARY TO AtHtBVE THE REQUIRED EFFECTS IN THESE MEDIA 

0 OTHER OK nDblTlONAL ADVANTAGES psser~be and axplaa) 

13, EXPLAIN THE ALTERNATE MEANS OF PAD~ATION PROTECTION TO BE PROVIDED. ~Cncch w many aoti u apply. In teem 1~ “Remnrcs.“jus~~ ai-17 boa 
nor chsct!M. usmg aaaitcofw sllwcs 8s fxcessap, Swc any artw mennr al raaiarian pmrenlon r8ar w;ll DE used I 

e. 

1. 

4 ALL LASER PRODuCm, STSTEMS, SnOwS. AND PROJECTORS WILL BE CERTIFIED TO COMPLY WfTR 27 CFR 70~0~70 AND THE CONDt. 
TlONS CIF TniS VARIANCE AND WILL BE REPORTED AS REOurRED BY 21 CFR iOa2.ia aNra 1002.12 USING TtiE flf;PORTi~t GbtPES PRC 
VIDED FOR SUCH PURPOSE. THESE ACTIONS VV~LL BE ACCOMPLISHED PRIOR TO ANY lNTF?ODuCTlON INTO COMMERCE. 

4 
EFFECTS NOT SPECIFICALLY INDKATED IN TtllS VARIANCE APPUCATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
APPED UNTIL AN AMENDhENT TO TtiE VARIANCE HAS BEEN OBTAINED AND TnE REQUIRED REPORTS OR SUPPLEMENTS. AS 
AffLIC-BLE. NAVE BEER sLl&nl~ED. 

JT 
SCANNING. PROJECTION, OR REFLECTION OF IASER AND COLLATERAL RAO~ATION {L~ttiT SHOW RADIATION) INTO AUDIENCE OR OTi 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PEPtMTEP EXCEPT FOR DtFFuSE REFLECTIONS PRODUCED Br THE ATMOSPHERE 
nmm ATkloSPtIERlC SCATTER~NC MEDIA. AND TARGET SCREENS. 

$ 
LASER RADIATION LEVELS IN EXCESS OF TnE LIMITS OF 0~5% I *ILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 hnRERS ~t3C 
ANT SURFACE UPON WHICH PERSOtuS OTnER THAN QPERATORS. PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5 
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE bVhE% SUCH PERSONS AR& PERMITTED TO BE OPERATORS, 
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUtRED OR AuOwEO TO VtEW RADIATION ABQVE TttE LIMITS OF CUSS I OR BE 
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 27 CFR 70.40 71(c) 

v 
ANT PRODUCT wniCn RELIES ON SCANNING TO MEET ACCESS. EXPOSURE, OR PRODucT CIASS LIMITS WILL INCORWRATE A SCANNING 
SAFEGUARP S*STEM wnlcn DIRECTLT SENSES SCANNER MOTtON AND wkiCn WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING 
TkE APPLlCat%& LIMIT. 

-$ 

ALL LASER LIGHT SnOwS SHALL SE UNDER TnL PiRECT AND PERSONAL CONTROL Of TRAINED. COMPETENT OPERATORpi. THE 
OPERATOR61 WILL: , 

(1) IMMEPlATf%T TERMINATE TnE EMMISSION OF LIGHT Snow AAOlAllOfu IN THE EVENT OF ANY UNSAFE CONDITION: 

(2) BE LOCATED WHERE ALL BEAM PATtlS CAN BE PlRECTLy OBSERVED AT ALL TIMES: AND 

(3) BE AN EMPLOYEE OF TnE VARIANCE hOLDER wn0 WILL BE RESPONSlBrE FOR TnE TRAINING AND CONDUCT OF TnE OPERATOR. 

4 
THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL, PEOurRED TO OBTAIN THE INTENDER EFFECTS. 

J? 
THE PROJECTION STSTEM (LE., TnE PROJECTOR AND PLL OTHER COMPONENTS USED TO PRODUCE TnE LlGnTiNG EFFECTS) WILL BE 

SECURELY MOUNTED OR lMMO6rLlZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROviDED 
AS AN INHERENT PART OF TnE STSTEM DESIGN To PREVENT OVERFILLING OF SCREENS. BEAM STOPS, TARGETS. ETC. 

USER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY LtNDER AN AGREEMENT OF SALE, LEASE OR LOAN UNLESS AN0 
UNTIL TnE RECIPIENT DEMONSTRATES THATWEV NAVE A VARIANCE IN EFFECT AT TNE TIME OF PEclVER? THAT PERMITS THEM TO 
PROQUCE LA5ER LlttiT SliOwS INCORPORATING SUCN PROJECTOR. 

1. IN ADDlTtON TO TnE REOrllREMENTS OF 21 CFA 7oQl~rt). THE MANUFACTURER OF LASE.R PROJECTORSISYSTENS WILL PROVIDE TO 
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENY. ADBOUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION AND 
OPERATION AND wnkn EXPLAIN THE RESPONSI~~ILIT? OF THE RECIPIENT AS AN INDEPENDENT FIGHT StlOw MANUFACTURER TO 
sU@MfT THE REOuiRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDAH PRIOR TO INTRODUCTION INTO COMMERCE OF 
ANY LAW3l LlGrtT SnOWS. 

k. K THE REOUtREMENTS OF 21 CFR 1002.30(a)(;) AND (2, WtLL BE ACCObtPLlStlED TftROUGtl THE USE OF wRITIEN PROCEDURES FOR SETUP, 
AUGNMENT, TESTING. AND PERFOAMIINCE OF EACH SrtOw. TnESE PROCEPUAES WI& BE IN SUFFICIENT PETA~L TO ENSURE COM- 
PLtANCE WtTn 21 CFp 7040.70, THE CONDtTtONS OF TwIS VARIANCE, AND THE CONTROL. OF ACCESS TO RADlATtON AR!%5 USlNCi THE 
PROCEDURES DESCRIBED IN TnE ANSI 2136.1 STANDARD FOR THE SAFE USE OF USERS ~AMERICAN NATIONA& STANDARDS INSTITUTE, 
743a BROADWAT. NEW YORK. NY 100%) OR ANY OTHER EQUIVALENT USER CONSENSUS STAhDARD ANO. WHERE APPLICABLE. STATE OR 
LOCAL REOUIREhENTS. LmSER RAOIAT~ON AREAS WHICH CAN CONTAIN RADIATION rEvEti A!~OVE THE LIMITS SPECtFiED IN 27 CFR 
1&0.llK), WILL BE CLEARLY lDENTtFlED By TnE POSTING OF WARNING SIGNS AND~OR RESTRICTlNG ACCESS TnROuGk PHYSICAL 
MANS (SUCII AS PRESSURE SWTrCnES. PHOTOCEL&S, BARRIERS. GUARDS, ac.). THESE REOuiREMENT5i APPLf TO TEMPORARY AFibS 
(such AS PURtnG SETUP AND ALIGNMENT PROCEDURESJ AND To FINAL OR PERMANENT AREAS. TtlE vnRmNCE nOUX% WILL ReAIN 
TnE RECORDS OF fHi%B PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED By 27 Cm 7oDZ 31. A CQPl OF THE VARtANCB 
APPLICATION, ThE Af PROvaL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PAPT~CU~IR SHOW WILL BE WtTn 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVA[LPBbE FOR INSPECTION $I FDA AND OTHER RESPONSt- 
8LE AUTnORJTiES. 

FORM FDA 3*47 
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pt?QWiDING SnOW 11rNtnAnT wlln UYICJ AWU LLICIIIIWW~LC~~~~ eI,y IcyI.tI CCI--. ,--.. .--. . ..- . -..-.- ,-___,,., ,._,. _, 

PBOPGSED EFFECTS INCLUPING A STATEhENT OF TnE ~~~AZIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE M&DE. B 
NOT NECESSARILY BE LIMITED, TO: 

(1) THE CENTER FOR OEVICES AND RADIOLOGICAL HEALTH, OFFICE Of COMPLIANCE (nFZ.3101.875? GEORGIA AVE.. SILVER SPRING. h 
20910, Pf?oVlDlNG hE iNlTlAL AhrD CLOSING DATES FOR .=lrED INSTALLATIOIUS ANO T~IE ITlNERARr FOR McK%kE SnGwS. IN A,,@lm 
TlOk. UNLESS ALL ASPECTS 4F EACH SHOW hAVE BEEN REPORTED ANP ThE ACCESSION NUMBERS CLEARLY REFERENCEP, EACH 

NOTICE WILL lNCLUDB DETAILED DESCRIPTIONS OP EACti StiOW AND A LlSTlNG OF AU EFFECTS TO BE PERFORMEO IN SlJFPtC\Eh 
DETAIL TO COIWIFIM COMPLIAKE wrTn THE REGULATIONS AND TnlS VARIANCE- 

(2) THE FEDERAL AVIATION AOMINISTRATIOF~ [FAA, FOR ANT PROJECTIONS INTO OPEN AIR,SPACE AT ANT TIME (I E, INCLUDING SET-UI; 

ALJGNMENT, RE~IEARSALS. PERFORMANCES. ETC.) IF THE FMA OBJECTS TO ANT LASER EFFECTS, THE OBJECTIONS WILL BE RE- 
SOLVED AND @NY CONDITIONS REPuESTED BT FA@ WiLL BE ARI-IEREO TO. rF TnESE CONDITIONS CAN NOT BE MET, THE OBJEC. 
TIONABLE EFFECTS WILL BE DELETED FROM THE snow. 

(3) STATE AND LOCAL RADIATION CONTPOL OFFICES~AGENCJES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. AL 
REOUIREMENTS OF STATE AN0 LOCAL LAW WILL BE SATISFIED AND ANY OBJECTJONS RAISED BY LOCAL AUTHORITIES WILL BE RE- 
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM TnE CENTER FOR DEVICES AND 
R~~DIOLOGICAL K%aLTh UPON REQUEST-1 

14. REMARSS 

CERTlFlCATlON 

FORM FDn 31L7 0187) 

Mark Rossi * Owner 


